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Commissioner for Patents
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INFORMATION DISCLOSURE STATEMENT

Sir:

In accordance with the provisions of 37 C.F.R. 1.97 and 1.98, Applicants hereby make of record the
patents and publications listed on the accompanying Form PTO-1449, and other information contained
herein, for consideration by the Examiner in connection with the examination of the above-identified
patent application. In accordance with the U.S. Patent Office’s partial waiver of the requirement under
37 C.F.R. 1.98(a)(2)(i), only copies of the foreign pétent documents and non-patent publications are
enclosed.

REMARKS

In accordance with the provisions of 37 C.F.R. 1.97, this statement is being filed (CHECK ONE):

X (1)  within three (3) months of the filing date of a national application other than a
continued prosecution application under 37 C.F.R. 1.53(d), or within three (3) months
of the date of entry of the national stage as set forth in 37 C.F.R. 1.491 in an
international application, or before the mailing of the first Office action on the
merits, or before the mailing of a first Office action after the filing of a request for
continued examination under 37 C.F.R. 1.114; or

d (2) after the period defined in (1) but before the mailing date of a final action or a notice
of allowance under 37 C.F.R. 1.311, and

[J the requisite Statement is below, OR

[0 the requisite fee under 37 C.F.R. 1.17(p), namely $180.00, is included herein, or
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O (3) after the mailing date of a final action or notice of allowance but before the payment
of the issue fee, AND

[0 the requisite Statement is below, AND

[ the requisite petition fee under 37 C.F.R. 1.17(p), namely $180.00 is included herein.

It is respectfully requested that each of the patents and publications listed on the attached Form

PTO-1449, and other information contained herein, be made of record in this application.

STATEMENT
As required under 37 C.F.R. 1.97(e), Applicant(s), through the undersigned, hereby state either that
[check the appropriate space only if either (2) or (3) is checked on the previous page and the

Statement is required]:

H 1. Each item of information contained in the Information Disclosure Statement was
first cited in any communication from a foreign patent office in a counterpart
foreign appliéation not more than three months prior to the filing of the

Information Disclosure Statement; or

O 2. No item-of information contained in the Information Disclosure Statement was
cited in a communication from a foreign patent office in a counterpart foreign
application, and, to the knowledge of the person signing this Statement after
making reasonable inquiry, no item of information contained in the Information
Disclosure Statement was known to any individual designated in 37 C.F.R.
1.56(c) more than three months prior to the filing of the Information

Disclosure Statement.

Respectfully submitted,
Date: December 23, 2004 | M/ . u O M
Reg. No. 51,752 Jenpifer Cj Moé}so

Attorney for the'Applicants

Testa, Hurwitz, & Thibeault, LLP
Tel. No.: (617) 310-8423 High Street Tower
Fax No.: (617) 248-7100 ' 125 High Street

Boston, Massachusetts 02110

3147708 -
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Al8 | 5,155,032 10/13/92 | Tanaka et al.
A19 | 5,179,006 1/12/93 | Matuura et al.
A20 | 5,266,461 11/30/93 | Tanaka
A2l | 5,286,625 2/15/94 | Tanaka et al.
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A26 | 5,372,946 12/13/94 | Cusak et al.
A27 | 5,401,647 3/28/95 | Tanakaet al.
A28 5,474,984 12/12/95 | Tanaka et al.
A29 | 5,504,011 4/2/96 | Gavin et al.
A30 | 5,518,006 5/21/96 | Mawhirt et al.
A31 | 5,534,226 7/9/96 | Gavin et al.
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A35 | 5,591,628 1/7/97 | Bak et al.
A36 | 5,605,806 2/25/97 | Tanakaet al.
A37 | 5,637,474 6/10/97 | Tanaka et al.
A38 | 5,681,710 10/28/97 | Tanaka et al.
A39 | 5,695,948 12/9/97 | Tanaka et al.
A40 | 5,731,212 3/24/98 | Gavin et al.
A4l | 5,702,882 12/30/97 | Tamura et al.
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A43 | 5,800,781 9/1/98 | Gavin et al.
Ad4 | 5,836,360 11/17/98 | Gavin et al.
Ad45 6,046,021 4/4/00 | Bochner
A46 | 6,270,982 8/7/01 | Jordan et al.
A47 | 6,303,389 10/16/01 | Levin et al.
A48 | 6,391,570 5/21/02 | Jordan et al.
A49 6,428,971 8/6/02 | Shinabarger et al.
AS0 6,440,722 8/27/02 | Knapp et al.
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B | 99/53322 10/21/99 wO N Y
OTHER ART, JOURNAL ARTICLES, ETC.
EXAM. | OTHER DOCUMENTS: (Including Author, Title, Date, Relevant Pages, Place of Publication)
INIT.
C1 Aono et al., “Interaction Between Hemocytes and Plasma Is Necessary for Hemolymph Coagulation in the
Spiny Lobster, Panulirus japonicus,” Comp. Biochem. Physiol. Vol. 113A, No.3, pp. 301-305 (1996).
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C2 Asokan et al., “Activation of Prophenoloxidase in the Plasma and Haemocytes of the Marine Mussel Perna
viridis Linnaeus,” Developmental and Comparative Immunology, Vol. 21, No. 1, pp. 1-12 (1997).

C3 | Aspan et al., “cDNA cloning of prophenoloxidase from the freshwater crayfish Pacifastacus leniusculus and
its activation,” Proc. Natl. Acad. Sci. USA, Vol. 92, pp. 939-943 (February 1995).

C4 | Aspan et al., “The Effect of Endogeneous Proteinase Inhibitors on the Prophenoloxidase Activating Enzyme,
A Serine Proteinase from Crayfish Haemocytes,” Insect Biochem, Vol. 20, No. 5, pp. 485-492 (1990).

C5 Bettencourt et al., “Hemolymph-Dependent and —Independent Responses in Drosophila Immune Tissue,”
Journal of Cellular Biochemistry, 92:849-863 (2004).

C6 | Bullis, “Invertebrate Pathology: Responses to Injury and Disease,” Aquavet II, Comparative Pathology of
Aquatic Animals, Laboratory for Marine Animal Health, School of Veterinary Medicine, University of
Pennsylvania, undated.

C7 | Burmester et al., “Origin and evolution of arthropod hemocyanins and related proteins,” J Comp Physiol B
172: 95-107 (2002).

C8 | Charles River Laboratories, “In Vitro Pyrogen Test (IPT),” (2002).

C9 | Charles River Laboratories, “IPT Assay Steps, “ (2002).

C10 | “Comparative Immunology,” Department of Comparative Physiology — Uppsala University,
http://www.jamfys.ebc.uu.se/propo.html, printed May 22, 2002.

C11 | Cooper et al., “The Impact of Non-endotoxin LAL-Reactive Materials on Limulus Amebocyte Lysate
Analyses,” PDA Journal of Pharmaceutical Science & Technology, Vol. 51. No. 1:2-6 (January - February
1997).

C12 | Datta et al., “Purification of a unique glycoprotein that enhances phenol oxidase activity in scorpion
(Heterometrus bengalensis) haemolymph,” Biochem. J. Vol. 260, 525-529 (1989).

C13 | Decker et al., “SDS-induced Phenoloxidase Activity of Hemocyanins from Limulus polyphemus, Eurypelma
californicum, and Cancer magister,” The Journal of Biological Chemistry, Vol. 276, No. 21, pp. 17796-
17799 (May 2001).

Cl14 | Decker et al., “Tarantula Hemocyanin Shows Phenoloxidase Activity,” The Journal of Biological Chemistry,
Vol. 279, No. 40, pp. 25889-25892 (October 1998).

C15 | De Kimpe et al., “The cell wall components peptidoglycan and lipoteichoic acid from Staphylococcus aureus

act in synergy to cause shock and multiple organ failure,” Medical Sciences, pp. 10359-10363 (October 1995).-
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Comparative Biochemistry and Physiology Part B, 122: 77-82 (1999).

C18 | Ganguly et al., “Tyrosine Phosphorylation of a 94-kDa Protein of Human Fibroblasts Stimulated by
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C19 | Geng et al., “Hemostasis in Larvae of Manduca Sexta: Formation of A Fibrous Coagulum by Hemolymph
Proteins,” Biochemical and Biophysical Research Communications, Vol. 155, No. 2, pp. 1060-1065
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C22 | Halwani ef al., “Apolipophorin-III and the Interactions of Lipoteichoic Acids with the Immediate Immune
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C23 | Hamada et al., “Chemical Properties and Immunobiological Activities of Streptococcal Lipoteichoic Acids,”
Abl. Bakt. Hyg. A 259, 228-243 (1985).
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Electrochemical Proton Gradient,” Journal of Bacteriology, Vol. 159, No. 3, pp 925-933 (September 1984).

C25 | Hauton et al., “Circatidal rhythmicity in the activity of the phenoloxidase enzyme in the common shore crab,”
Carcinus maenas, Comp. Biochem. Physiol. Vol. 111B, No.3, pp. 347-352 (1995).

C26 | Hauton et al., “In Situ Variability in Phenoloxidase Activity in the Shore Crab, Carcinus maenas (L.),” Comp.
Biochem. Physiol. Vol. 117B, No.2, pp. 267-271 (1997).

C27 | Hemandez-Lopez et al, “In the spiny lobster (Panulirus interruptus) the prophenoloxidase is located in
plasma not in haemocytes,” Fish & Shellfish Inmunology, 14, 105-114 (2003).

C28 Hurley,vJames C., “Endotoxeima: Methods of Detection and Clinical Correlates,” Clinical Microbiology

Reviews, Vol. 8, No. 2, pp. 261-292 (April 1995).
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C38 | Kobayashi et al., “Detection of peptidoglycan in human plasma using the silkworm larvae plasma test,” FEMS
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Infection and Immunity, pp. 938-944 (February 2002).
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C49 | Pearson et al., “Comparison of Chemical Analyses of Hollow-Fiber Dialyzer Extracts,” Artificial Organs, Vol.
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C50 | Ratcliffe et al., “Activation of the Prophenoloxidase Cascade and Initiation of Nodule Formation in Locusts
by Bacterial Lipopolysaccharides,” Developmental and Comparative Immunology, Vol. 15, pp. 33-39 (1991).

C51 | Roslansky et al., “Sensitivity of Limulus Amebocyte Lysate (LAL) to LAL-Reactive Glucans,” Journal of
Clinical Microbiology, Vol. 29, No. 11:2477-2483 (November 1991).

C52 | Saul et al., The Majority of Prophenoloxidase in the Hemolymph of Manduca Sexta is Present in the Plasma
and Not in the Hemocytes, Developmental and Comparative Immunology, Vo. 11, pp. 479-485 (1987).

C53 | Seki et al., “Horseshoe Crab (1,3)—B-D-Glucan-sensitive Coagulation Factor G,” The Journal of Biological
Chemistry, Vol. 269, No. 2:1370-1374 (January 1994).

C54 | Shah et al, “A novel glucan-binding protein with lipase activity from the oral pathogen Streptococcus
mutans,” Microbiology, 150: 1947-1956 (2004).

C55 | Séderhill, “Prophenoloxidase Activating System and Melanization — A Recognition Mechanism of
Arthropods? A Review.,” Developmental and Comparative Immunology, Vol. 6, pp. 601-611 (1982).

C56 | Soderhill et al., “The Prophenoloxidase Activating System and its Role in Invertebrate Defence,” Annals of
the New York Academy of Sciences, Vol. 712, pp. 155-161 (April 15, 1994).
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